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AMENDMENT AND RESPONSE TO OFFICE ACTION DATED JULY 9. 2001 - 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

The Applicants acknowledge the receipt of the Office Action ("the Action") mailed on July 9, 
200 1 (Paper No. 6), which has been carefully reviewed and studied. The Examiner is respectfully 
requested to enter the following amendment. Reexamination and reconsideration of the application is 
requested in view of the following amendment and remarks. In order to facilitate the Examiner's 
evaluation of the application, Applicants have attempted to address the rejections in Paper No. 6 in the 
same order in which they were originally raised. 

A Petition for an Extension of Time of one month to and including November 9, 2001 , and 
authorization to deduct the fee as required under 37 C.F.R. § 1.17(a)(1) from Applicants' 
Representatives' Deposit Account are included. The response is thus timely filed. Applicants believe 
no fees in addition to the fee for the extension of time are due in connection with this response. 

is authorized to charge any additionally required fees or credit any 



j 01 FC:115 ove$fiy?yHt to Deposit Account No. 50-0892. 



AMENDMENT 

In the claims: 

Please amend claim 2 so that the text of the amended claim reads as follows: 



J 2. (Amended) An isolated nucleic acid molecule comprising a nucleotide sequence that: 

(a) encodes the amino acid sequence shown in SEQ ID NO:2; and 
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(b) hybridizes under highly stringent conditions to the nucleotide sequence of SEQ 
ID NO: 1 or the complement thereof. . 



RESPONSE 



I. 



Status -of the Claims 

No claims have been canceled. Claim 2 has been amended. No new claims have been added. 

Claims 1-3 are therefore presently pending in the case. For the convenience of the Examiner, 
a clean copy of the pending claims is attached hereto as Exhibit A. In compliance with 
37 C.F.R. §1.1 2 l(c)(l)(ii), a marked up copy of the original claims is attached hereto as Exhibit B. 

II. Su pport for the Claims 

Claim 2 has been amended to further clarify the claim, and to recite that the stringent 
hybridization conditions are highly stringent hybridization conditions. Support for this claim can be 
found throughout the specification as originally filed, with particular support being found at least at 
page 3, line 30 through page 4, line 1. 

It will be understood that no new matter is included within the amended claim. 

III. Rejection off Claims 1-3 Under 35 U.S.C. § 101 

The Action first rejects claims 1-3 under 35 U.S.C. § 101 , as allegedly being drawn to an 
invention with no apparent specific and substantial credible utility. Applicants respectfully traverse. 

As set forth by the Federal Circuit, "(t)he threshold of utility is not high: An invention is 'useful' 
under section 101 if it is capable of providing some identifiable benefit." Juicy Whip Inc. v. Orange 
Bang Inc., 51 USPQ2d 1700 (Fed. Cir. 1999) (citing Brenner v. Manson, 383 U.S. 519, 534 
(1966)). Additionally, the Federal Circuit has stated that u (0o violated 101 the claimed device must 
be totally incapable of achieving a useful result." Brooktree Corp. v. Advanced Micro Devices, Inc. , 
977 F.2d 1555,1571 (Fed. Cir. 1992), emphasis added. Cross v. Iizuka (224 USPQ 739 (Fed. Cir. 
1985); "Cross") states "any utility of the claimed compounds is sufficient to satisfy 35 U.S.C. § 101". 
Cross at 748, emphasis added. Indeed, the Federal Circuit recently emphatically confirmed that 
"anything under the sun that is made by man" is patentable (State Street Bank & Trust Co. v. 
Signature Financial Group Inc. , 47 USPQ2d 1 596, 1600 (Fed. Cir. 1998), citing the U.S. Supreme 
Court's decision in Diamond vs. Chakrabarty, 206 USPQ 193 (S.Ct. 1980)). 
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The Examiner seems to be requiring data "which associates the instant DNA or encoded 

protein with any diseases or disorder" or that shows the "use of the protein as a marker for any disease 

or condition" (Action at page 4). However, the Federal Circuit has clearly stated that this is not the 

standard for utility under 35 U.S.C. § 101. In In re Brana, (34 USPQ2d 1436 (Fed. Cir. 1995), 

"Brana"), the Federal Circuit admonished the P.T.O. for confusing "the requirements under the law for 

obtaining a patent with the requirements for obtaining government approval to market a particular drug 

for human consumption". Brana at 1442. The Federal Circuit went on to state: 

At issue in this case is an important question of the legal constraints on patent office 
examination practice and policy. The question is, with regard to pharmaceutical 
inventions, what must the applicant provide regarding the practical utility or usefulness 
of the invention for which patent protection is sought. This is not a new issue: it is one 
which we would have thought had been settled bv case law years ago . 

Brana at 1439, emphasis added. The choice of the phrase "utility or usefulness" in the foregoing 

quotation is highly pertinent. The Federal Circuit is evidently using "utility" to refer to rejections under 

35 U.S.C. § 101, and is using "usefulness" to refer to rejections under 35 U.S.C. § 112, first 

paragraph. This is made evident in the continuing text in Brana, which explains the correlation between 

35 U.S.C. §§ 101 and 112, first paragraph. The Federal Circuit concluded: 

FDA approval, however, is not a prerequisite for finding a compound useful within the 
meaning of the patent laws. Usefulness in patent law, and in particular in the context 
of pharmaceutical inventions, necessarily includes the expectation of further research 
and development . The stage at which an invention in this field becomes useful is well 
before it is ready to be administered to humans. Were we to require Phase II testing 
in order to prove utility, the associated costs would prevent many companies from 
obtaining patent protection on promising new inventions, thereby eliminating an 
incentive to pursue, through research and development, potential cures in many crucial 
areas such as the treatment of cancer. 

Brana at 1442-1443, citations omitted, emphasis added. 

The Examiner states that "after complete characterization , this DNA and protein may be found 
to have a specific and substantial utility. This further characterization , however, is part of the invention 
and until it has been undertaken, Applicant's (sic) claimed invention is incomplete" (Action at page 2, 
emphasis added). However, this is clearly not supported by the Federal Circuit's holding in Brana, 
which clearly states, as highlighted in the quote above, that "pharmaceutical inventions, necessarily 
includes the expectation of further research and development" (Brana at 1442- 1443). In assessing the 
question of whether undue experimentation would be required in order to practice the claimed 
invention, the key term is "undue", not "experimentation". In re Angstadt and Griffin, 190 USPQ 



214 (C.C.P.A. 1976). The need for some experimentation does not render the claimed invention 
unpatentable. Indeed, a considerable amount of experimentation may be permissible if such 
experimentation is routinely practiced in the art. In re Angstadt and Griffin, supra; Amgen, Inc. v. 
Chugai Pharmaceutical Co., Ltd, 18 USPQ2d 1016 (Fed. Cir. 1991). As a matter of law, it is well 
settled that a patent need not disclose what is well known in the art. In re Wands, 8 USPQ 2d 1400 
(Fed. Cir. 1988). 

As just one example of utility of the present nucleotide sequences, the specification details on 
page 5, lines 5-8, that the present nucleotide sequences have utility in assessing gene expression 
patterns using high-throughput DNA chips. Such *T>NA chips" clearly have utility, as evidenced by 
hundreds of issued U.S. Patents, as exemplified by U.S. Patent Nos. 5,445,934, 5,556,752, 
5,744,305, 5,837,832, 6,156,501 and 6,261,776. The present nucleotide sequences are clearly 
related to human ceruloplasmins, as detailed throughout the specification. The specification also teaches 
that ceruloplasmins are associated with many human diseases, including Wilson' s disease. Therefore, 
as the present sequences are s pecific markers of the human genome, and such specific markers are 
targets for the discovery of drugs that are associated with human disease, those of ski 11 in the art would 
instantly recognize that the present nucleotide sequences would be an ideal, novel candidate for 
assessing gene expression using such DNA chips. Clearly, compositions that enhance the utility of such 
DNA chips, such as the presently claimed nucleotide sequences, must in themselves be useful. Thus, 
the present claims clearly meet the requirements of 35 U.S.C. § 101. 

Furthermore, persons of skill in the art, as well as thousands of venture capitalists and investors, 
readily recognize the utility, both scientific and commercial, of genomic data in general, and specifically 
human genomic data Billions of dollars have been invested in the human genome project, resulting in 
useful genomic data (see, e.g., Venter et al, 2001, Science 291: 1304). The results have been a 
stunning success, as the utility of human genomic data has been widely recognized as a great gift to 
humanity (see, e.g. , Jasny and Kennedy, 200 1 , Science 291 : 1 1 53). Clearly, the usefulness of human 
genomic data, such as the presently claimed nucleic acid molecules, is substantial and credible (worthy 
of billions of dollars and the creation of numerous companies focused on such information) and 
well-established (the utility of human genomic information has been clearly understood for many years). 

For each of the foregoing reasons, Applicants submit that as the presently claimed nucleic acid 
molecules have been shown to have a substantial, specific, credible and well-established utility, the 



rejection claims 1-3 under35U.S.C. § 101 has been overcome, and request that the rejection be 
withdrawn. 

IV. Rejection off Claims 1-3 Under 35 U.S.C. § 112, First Paragraph 

The Action next rejects claims 1-3 under 35U.S.C. § 1 12, first paragraph, since allegedly one 
skilled in the art would not know how to use the invention, as the invention allegedly is not supported 
by either a clear asserted utility or a well established utility. Applicants respectfully traverse. 

Applicants submit that as claims 1 -3 have been shown to have "a specific, substantial, and 
credible utility", as detailed in section in above, the present rejection of claims 1-3 under 
35 U.S.C. § 1 12, first paragraph, cannot stand. 

Applicants therefore request that the rejection of claims 1-3 under 35 U.S.C. § 1 12, first 
paragraph, be withdrawn. 

V, Rejection of Claim 2 Under 35 U.S.C. § 112, Second Paragraph 

The Action next rejects claim 2 under 35 U.S.C. § 1 12, second paragraph, as allegedly being 
indefinite for failing to particularly point out and distinctly claim the invention. Specifically, the Action 
rejects claim 2 as allegedly indefinite based on the term "stringent hybridization conditions". While 
Applicants submit that the term is sufficiendy definite, as a number of stringent hybridization conditions 
are defined in the specification and would be known to those of skill in the art, solely in order to 
progress the case more rapidly toward allowance the claim has been revised to recite "highly stringent 
hybridization conditions". As the specification provides specific teaching regarding "highly stringent 
hybridization conditions", at least at page 3, line 30 to page 4, line 1 , Applicants submit that revised 
Claim2even more clearly meets the requirements of 35U.S.C. § 112, second paragraph. Applicants 
stress that "aclaim need not 'describe 1 the invention, such description being the role of the disclosure". 
Orthokinetics, Inc. v. Safety Travel Chairs, Inc., 1 USPQ2d 1081, 1088 (Fed. Cir. 1986). Based 
on the foregoing, Applicants submit that Claim 2 is sufficiendy definite, and request withdrawal of this 
rejection. 

VI- Conclusion 

The present document is a full and complete response to the Action. In conclusion, Applicants 
submit that, in light of the foregoing remarks, the present case is in condition for allowance, and such 



favorable action is respectfully requested. Should Examiner Chernyshev have any questions or 
comments, or believe that certain amendments of the claims might serve to improve their clarity, a 
telephone call to the undersigned Applicants 1 representative is earnestly solicited. 



November 8. 2001 
Date 



Respectfully submitted, 

David W. Hibler Reg. No. 41,071 

Agent for Applicants 

LEXICON GENETICS INCORPORATED 
4000 Research Forest Drive 
The Woodlands, TX 77381 
(281)863-3399 



